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DETAILED ACTION 

This office action is responsive to communication filed 12/26/2006. The status of 
the claims is as follows: claims 1-44, 48-51 and 53-93 have been cancelled and claims 
45-47, 52 and 94-100 are under current examination. 

Applicant's election without traverse of all claims in the reply filed on 12/26/2006 
is acknowledged. 

IDS 

No IDS has been submitted. 

Claim Rejections 
35 U.S.C. 112, 1 st paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 45-47, 52 and 94-100 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. Enablement is considered in view of the 
Wands factors (MPEP 2164.01(a)). 

Nature of the invention. The claims are drawn to a method of treating or 
eliminating a tumor or cancer in a subject comprising administering an 
immunostimulatory nucleic acid molecule (sequence motifs listed in claim 45). 
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State of the prior art. At the time the invention was made, there was no known 
cure to cancer. 

Breadth of the claims. The claims are extremely broad in that they are drawn to 
the treatment and elimination of tumors and cancers of all types, including malignant 
haematological diseases, lung cancer, brain tumors, esophageal cancer and ovarian 
cancer as examples. 

Working examples. The working examples in the specification demonstrate the 
effects of ODNs on B cells isolated from mice spleens, including production of IgM and 
RNA synthesis, and the in vivo effects of CpG in mice following injection. No working 
example of the claimed method is provided. 

Guidance in the specification. The specification provides no guidance regarding a 
single method that treats or eliminates tumors and cancer of all types in a subject. 
There are no figures or actual data demonstrating the claimed method. 

Predictability in the art. The physiological art in general is acknowledged to be 
unpredictable (MPEP 2164.03). Bodey et al (2000) states that "malignant tumors 
undergo constant microevolution" with regard to the immunophenotype of cells (page 
2673). Following neoplastic transformation, there are further alterations in the 
physiology of cells contained within the cytoplasm and nucleus, thus making molecules 
associated with such changes less than ideal targets for immunotherapy (page 2666). 
Thus, given the known "constant microevolution" of tumor cells, there is no way one 
could predict which immunostimulatory nucleic acid molecule would lead to the desired 
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effect (elimination of cancer or tumors) or what changes in activity might result by the 
tumor cells. 

Amount of experimentation necessary. Bod ey et al (2000) review the state of 
cancer treatment. This reference recites the following: "The use of cancer vaccines 
seems, at present, destined to remain limited to their employment as adjuvants to both 
traditional therapies and in the management of minimal residual disease following 
surgical resection of the primary cancer mass" (see Abstract). This reference further 
recites: "active immunotherapy has not yet become an established modality of 
anticancer therapy" (page 2665). Thus, it will require years of further research to 
develop a successful therapy against cancer as well as understand the fundamental 
biology of tumors and cancers. 

For the reasons discussed above, it would require undue experimentation of one 
skilled in the art to use the claimed methods. 

CONCLUSION 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michelle Horning whose telephone number is 571-272- 
9036. The examiner can normally be reached on Monday-Friday, 8:30 am to 5 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number for 
the organization where this application or proceeding is assigned is 570-272-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
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unpublished application is available through Private PAIR only. For more information 
about PAIR system, see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 
866-217-9197 (toll-free). 
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Patent Examiner 
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